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EXCENEL RTU Sterile Suspension 

1. GENERAL INFORMATION: 

Freedom of Information 

a. File Number: 

b. Sponsor: 

NADA 140-890 

Pharmacia & Upjohn Co. 
7000 Portage Rd. 
Kalamazoo, MI 49001-o 199 

Drug Labeler Code: 000009 

c. Established Name: ceftiofur hydrochloride 

d. Proprietary Name: EXCENEL RTU Sterile Suspension 

e. Dosage Form: Sterile suspension 

f. How Supplied: 100 mL vial 

g. How Dispensed: RX 
h. Amount of Active Ingredients: Each mL contains cefiiofur hydrochloride 

equivalent to 50 mg ceftiofur. 

i. Route of Administration: 

j . Species/class: 

k. Recommended Dosage: 

1. Pharmacological Category: 

m. Indications: 

intramuscular (IM) and subcutaneous (SC) 
injections 

cattle and swine, 

Cattle: 0.5 to 1 .O mg cefiiofirrllb body weight 
IM or SC. 

Swine: 1.36 to 2.27 mg ceftiofur/lb body weight 
IM only. . 

antimicrobial 

Cattle: EXCENEL Sterile suspension is indicated for treatment of bovine respiratory 
disease (shipping fever, pneumonia) associated with Mannheimia haemolytica, 
Pasteurella multocida and Haemophilus somnus. EXCENEL Sterile suspension is 
also indicated for treatment of acute bovine interdigital necrobacillosis (foot rot, 
pododermatitis) associated with Fusobacterium necrophorum and Bacteroides 
melaninogenicus, and acute metritis (0 to 14 days post-partum) associated with 
bacterial organisms susceptible to cefiiomr. 

Swine: EXCENEL Sterile suspension is indicated for treatment/control of swine 
bacterial respiratory disease (swine bacterial pneumonia) associated with 
Actinobacillus (Haemophilus) pIeuropneumoniae, Pasteurella multocida, Salmonella 
choleraesuis and Streptococcus suis type 2. 
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EXCENEL RTU Sterile Suspension Freedom of Information 

n. Effect of Supplement: To make the following four changes to the product insert: 
1. revise the current “Microbiology” section to a “Clinical Microbiology” section, 

and 
2. revise the minimum inhibitory concentration (MIC) table to include new MIC 

data for ceftiofur, and 
3. add a table listing acceptable quality control ranges for cefiiofur, and 
4. revise the National Committee for Clinical Laboratory Standards reference at 

the end to the insert. 

2. EFFECTIVENESS: 

Updated in vitro minimum inhibitory concentration (MIC) data for cattle and swine 
pathogens are presented in tabular format in the labeling for EXCENEL RTU Sterile 
Suspension. This format is similar to that used for NAXCEL Sterile Powder (See 
Supplemental Approval; NADA 140-338, dated July 6,200O). 

In the revised package insert, MIC data for bacterial isolates collected during clinical field 
studies have been placed in Table 1. Bacterial isolates collected over time, including those 
collected from diagnostic laboratories in the US and Canada as part of a surveillance 

_ program, are in Table 2. MICs were determined using a commercially available broth 
microdilution system that conforms to the guidelines for the National Committee for Clinical 
Laboratory Standards (NCCLS) broth microdilution method. Data from the QC organisms 
tested with each run are included in each study report. 

In the clinical field studies isolate table (Table l), data previously included on the NAXCEL 
Sterile Powder (NADA 140-338) package insert is now included in the EXCENEL RTU 
package insert. Table 1 is the updated table with data for bacterial isolates collected during 
clinical field studies. . 

Table 1. Ceftiofur MIC Values of Bacterial Isolates from Clinical Field Studies in the USA 

I 
Animal Organism 

Number Date MICW* 
Tested Tested 

MIC Range 
(#lg/mL) 

Mannheimia haemolytica 
(pg/mL) 

461 1988-1992 0.06 I 0.03-O. 13 
Mannheimia haemolytica 42 I993 0.015 5 0.003-0.03 
Pasteurella multocida 318 1988-l 992 0.06 2 0.03-0.25 

Bovine Pasteurella multocida 48 1993 so.003 I 0.003-0.0 I5 

Haemophilus somnus 109 1988-1992 0.06 I 0.03-O. 13 
Haemophilus somnus 59 1993 ~0.0019 no range 
Fusobacterium necrophorum 17 1994 10.06 
Actinobacillus 

no range 
83 1993 5 0.03 pleuropneumoniae 5 0.03-0.06 

Pasteurella multocida 74 1993 5 0.03 i 0.03-0.06 
Streptococcus suis 94 1993 cl.25 I 0.03-I .o 

Swine Salmonella choleraesuis 50 1993 1.0 1 .o-2.0 
beta-hemolytic Streptococcus 24 1993 < 0.03 < _ 0.03-0.06 - 
spp. 
Actinobacillus suis 77 1998 0.0078 0.00 I g-0.0078 __ , ., -_ - -_ 

c 1 Haemopnrrus parasws I 76 I 1998 I U.06 
*Minimum inhibitory concentration (MIC) for 90% of the isolates. 

1 0.0039-0.25 J 
l 
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EXCENEL RTU Sterile Suspension Freedom of Information 

Based on the pharmacokinetic studies of ceftiofur in swine and cattle after a single 
intramuscular injection of 1.36 to 2.27 mg ceftiofur equivalents/lb (3.0 to 5.0 mg/kg) 
body weight (swine) or 0.5 to 1 .O mg ceftiofur equivalents/lb (1.1 to 2.2 mg/kg) BW 
(cattle) and the MIC and disk (30 pg) diffusion data, the following breakpoints are 
recommended by NCCLS. 

Zone diameter (mm) MIC (pg/mL) 

Z?21 52 

18-20 4.0 

47 28.0 

Interpretation 

(S) Susceptible 

(I) Intermediate 

(R) Resistant 

A report of “Susceptible” indicates that the pathogen is likely to be inhibited by generally 
achievable blood levels. A report of “Intermediate” is a technical buffer zone and isolates 
falling into this category should be retested. Alternatively the organism may be 
successfully treated if infection is in a body site where the drug is physiologically 
concentrated. A report of “Resistant” indicates that the achievable drug concentrations are 
unlikely to be inhibitory and other therapy should be selected. 

Standardized procedures recommended by NCCLS require the use of laboratory control 
organisms for both standardized diftision techniques and standardized dilution 
techniques. The 30 pg cefiiofur sodium disk should give the following zone diameters 
and the ceftiofur sodium standard reference powder (or disk) should provide the 
following MIC values for the reference strains (Table 3). Ceftiofin sodium disk or 
powder reference standard is appropriate for both cefiiotir salts. 

Table 3. Acceptable quality control ranges for ceftiofur against National Committee for 
Clinical Laboratory Standards recommended American Type Culture Collection <AfTCC) 

reference strains 

Organism Name Zone Diameter* 
(ATCC Number) 

Escherichia coli (25922) 
b@ 
26-3 1 

Staphylococcus aureus (292 13) -- 
Staphylococcus aureus (25923) 27-3 1 
Pseudomonas aeruginosa (27853) 14-18 
Actinobacillus pleuropneumoniae (27090) 34-42** 
Haemophilus somnus (700025) 36-46** 
* All testing performed 

, 
using a 3Oug disk. 

MIC Range 1 
(pghl) 
0.25 1 .o 
0.25-l .o 

-- 

16-O-64.0 
0.004-0.015*** 

0.0005-0.004*** 

** Quality control ranges are applicable only to tests performed by disk diffusion test using a chocolate 
Mueller-Hinton agar, incubated in 5-7% CO2 for 20-24 hours. 

*** MIC quality control ranges are applicable only to tests performed by broth microdilution procedures 
using veterinary fastidious medium (VFM).No other changes are needed in the remaining portion of 
the package insert. 

The references supporting the data provided in the revised clinical microbiology tables 
are listed below. 
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EXCENEL RTU Sterile Suspension Freedom of Information 

a. Portis, ES., S.A. Salmon, C.A. Case, J.L. Watts. Results of 1997-1998 resistance 
monitoring program for premafloxacin with veterinary pathogens. Pharmacia & 
Upjohn Study Report a0032820,9 February 1999. 

b. Portis, E.S., S.A. Salmon, C.A. Case, J.L. Watts. Results of 1998-1999 susceptible 
monitoring program for premafloxacin with veterinary pathogens. Pharmacia & 
Upjohn Study Report aOO86065,19 September 2000. 

c. Portis, E.S., S.A. Salmon, C.A. Case. Results of 2000 susceptibility monitoring 
program for ceftiofur with veterinary pathogens. Pharmacia Animal Health Study 
Report aOO97495,27 June 2001. 

d. Portis, E.S., S.A. Salmon, C. Lindeman, C.A. Case. Results of 2001 susceptibility 
monitoring program for ceftiofk with veterinary pathogens. Pharmacia Animal 
Health Study Report SR-0829-7922-2002-006,20 August 2002. 

e. Lindeman, C., S.A. Salmon, ES. Portis, CA. Case. Minimum inhibitory 
concentration determinations for ceftiofk and comparators against ErysipeZothrix 
rhusiopathiae isolated from pigs in Iowa. Pharmacia Animal Health Study Report 
SR-0788-7922-2002-001, 1 July 2002. 

CONCLUSIONS: 

The updated clinical microbiology tables provide the following: 

a. Updated clinical microbiology data. 

b. An insert format that is user friendly by having all of the important infotmation for a 
particular animal species in one section of the table, with isolates supported by 
clinical data in a separate table from isolates collected from diagnostic laboratories. 

c. As a result, the practicing veterinarian will have more information that can be readily 
located on the insert to assist in making sound recommendations for the use of 
EXCENEL RTU Sterile Suspension. 

3. TARGETANIMAL SAFETY: 

This supplement to NADA 140-890 does not change the target animal safety data for this 
product. 

4. HUMAN FOOD SAFETY: 

This supplement to NADA 140-890 does not change the human food safety data for this 
product. 

NADA 140-890 
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EXCENEL RTU Sterile Suspension Freedom of Information 

5. AGENCY CONCLUSIONS: 

The data’submitted in support of this supplemental NADA satisfy the requirements of 
Section 5 12 of the Federal Food, Drug, and Cosmetic Act and implementing regulations at 
Part 5 14 of Title 2 1, Code of Federal Regulations (2 1 CFR 5 14). The updated clinical 
microbiology data presented in the product insert is user friendly by having all the 
important use information for a particular animal species in one section of the insert. As a 
result, the practicing veterinarian will have more information that can be readily located 
on the insert to assist in making sound therapy recommendations for the use of EXCENEL 
RTU Sterile Suspension. 

The product remains a prescription drug for safe and effective use by a veterinarian in the 
treatment of diseases in cattle and swine. 

This approval does not qualify for marketing exclusivity under section 5 12(c)(2)(F)(iii) of 
the Federal Food, Drug, and Cosmetic Act. 

In accordance with 21 CFR 5 14.106(b)(2), this is a Category II change which did not 
require a reevaluation of the safety and effectiveness data in the parent application. 

6. ATTACHMENTS: 

A copy of the facsimile labeling, including the package insert, is attached to this 
document. 
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CLINICAL EFFICACY 
c4lk: 11~ addlllGll II, denbuwlrlhg c9n,md~. p.wru Lmc.IllI.lI. 11s IhO hrbbvw*~g dill 
Cal .w:a:y data i((* pr<whl.d 

A Clmka, sl”dy was w”durl..J P, .vak,il(. lhe .t,kwy I,, c.“r,t”, h~r.,ctlbn~J. z,,,rl,,k 
~4r.d whc”tanwurly hY lh. Il.aln!el,l *A lhe t,.+.fw .:*wpn.nt Inl l!aO utdm ll.l”tnl 
llold cebjndl((rr~. Wtwn UIJIIX(I~ ctt”kal Srgns rd AfUl WBT. ~0s.~. 60 .xdtt. (I It l” 207 kg) 
W.f. rar&mly xis1gn.d IO m. “I the t&,wC,g Imalw.“l grwps “.gal,v. c,ntwl a-w c.fl)o 
lur hydmchkwtd. al 0.5 oc 1.0 c.ltbt”r .q”iv.bn(Jn, (1.1 cx 2 2 n\gng) RW C.td”\.n,s 
NW. crl~NNsl.red ddly ta ttu.. cons.culhr. My. CMlb Y.I. .vM”i&d da,ty aul ndnats 
mat d4.a oc war0 .“,llandl2.d He‘. immpbd and lh. hlng IoslYlS .or.d On oy 15, all 
surwng mhlds war. .“than*lL.d anl n.crM n”d lh. lung l..&n.s s0l.d MotlatUy 
tale* w.r. 65%. 10% md S’L l.x n.galtv. ClmlrOlT. 0 5 nq f.llt”t”l .““lv.M.“tsI)t, ar*l 
I 0 nq c.llMu .q”lvabnlsm. (1.1 of 22 nq*g) RW. r.specllvaty MxAtuy lal.3s Irx Mm 
c.ttbl(ut hydrnflhrtd. tr.slnwt gnwps w.,. Cmer than Cv n.qiatv. cuitwt. (P < 0.01~H) 
Redd l.n4,.rnl”r.s 24 t, .Nnr INrd h..tn,.,4 wt. 104 O’F. 1*X$ 1.F and 192.S’F ter n.gr- 
We Co”lrds, 0.5 nq,lb n”d I O nqAb (1.t r, 2.2 “q&g) BW. r.sp.d)v.ty the t.“,watu.a 
lof bdh ~.ll,c4ur hydtochtwtd. lro~nwnl gm”ps we,. IQW.~ thm lh. negallv. cmlroLs 
(P < 0 95). C.tttdu hydmchhxkJ. .dnin,.t.r.d wt!c&“wa.ly Lx llu.. c.~w.a,Uv. d.ys 
al 0 5 of 1 .r. “q collklur .q”lvabnlslb (I I or 2 2 nqLg) RW Is R” etbctlv. tr.dm.d Lx 
the b.cl.dal conpon.n( d RHD 

A lltr..-b:dlon cthkat ll.,d .i”dy was omd"cl.d k, .vat”al. the oltkacy ol c.ttbtw 
hyarochhnm. adnwd.red lNranuscllaly adly lor m.. da,% n ev.ty dhel q (thy. 1 
ald 3) kX Ill. Ir.atnrenl d lh. bel4rl.J ccmpon.nt d nardty axuttng HRO. wh.n lml- 
lmxnl ugns d Em were pes.at, 360 b..l crasbrod umb war. ran6nlly sulgwa lo one 
d me IdtOwIng lr.atnl.nl gr”“p.: n.g.llv. cm(rol. c.wxw .Odl”m at 0 5 mg c.lu0tw 
.qulvd.ntsAb (1.1 ttqLg) BW ddly kx th.. days, ~.ttld~ hydrccNodd. n( 1 .O “rp c.lthtw 
.qdvd.nt.Ab (2.2 nqLg) FJW ddlly k. th.. dsys, c. c.Nhtw hydmchlorld. at 1.0 mg co,- 
lk4”r .q”lvabtUsAb BW on m. t md 3 (.b’.ry db.r day). Al tt.&m.nb w.,. aCm.ter.d 
hlfarrijsctiaily. All cellblw lr.alnt.nl gextp. (hy&~~Nottd. and sodkmt) and lr.dnwn( wg 
hlons (w bf amI .v.cy dh.r day) @nllkanl)l (P ~0.05) t.cluc.6 Ony 4 t.dal t.q,.ra- 
klr. as Clod IO Ih. n.g.t*. caltrd. ablk.t .wc... 0n oays 10 and 28 md mc.latlly 
lo Lhy 28 we‘. nd dttl.rml (a ltt. crllblur gr~lps (hydmchlMJ. and .“UIMI) md lr...l- 
MII ~41gkMLb (OVWY day and OVU)’ dh~r day). m4 ids d INS study domnald lhd 
day and *wry omer day (Days 1 and 3) iNrmu~uld a%lw.tralkm c4 c.tlk4w tt@ocht+ 
ltd. are .ll.dlv. tt.alm.M rybwns tot th. Dactocbl cOnpln.cll <A BRO. 

An .tghl hallon .ludy was wttducbd “ndr ndud tt~emd&ms lo .vd”.b Ht. ottI- 
Cay d c.lHJu hydtozhbvkb lrr lh. tr..lm.n! U acJ. posl-pmtunt mddlls (0 lo 14 day. 
posfparluttl). Wh.n dhkd Jgn. d .cll. pobt-pac!utt nmtrtl!s (roc(d l.mp.ral”r. zlO3’F 
and l.tkJ VagtMl dt.charg.) rer. cb..w.d, 361 kclaung d&y cew. w.,. a&gwd ran- 
donly lo b..NtneN Of nbqdlv. cunhd. ulltb m. dc6.d .Uhec subxlan.oudy OT hlrb 
nuSCllaly. dally kr thw cOn..iwUv. dayr. Ott d.y. 1. 5 and 9 att.r th. ksl &ay d &se 
.%ht4N.!~AWm, csws were .w&al.d lot dhkal .I* d z&tA. p>,st.~wl”nr m.lr#k A c”,. 
was dellned as redal tert~@~du. (103-F and lrct d bttd d,.ccg.. C”c. tat. far lh. 
1.0 mg CbllWlr cqwabnlsm (22 nqhg) Flw aos. grot@ was dgn#Iuurlly m8xfel.l rata- 
tlv. (0 cw. tale d the n.g.llv. om(rd a, d.y P. lh. r..M. ol thb .t”dy d.nans%#. th.t 
c.llw”r hydruhkrkl. ndnanluwed aany lm ltv. cwt..culIv. day. * a da. d lb “‘0 cet- 
IMw .q&r&nt.Ab (2.2 nwg) HW b an .tt.cUv. twdnwd la .c”l. tmst-part”mm.tdtis. 

ANIMAL SAFETY 
swhl.: R.¶“lls 1rcx11* Ilw-d&y Cstwmc. sl”dy in ncrmal l..dM pigs t0dic.l.d lha C.ltJ+ 
lur saddlum was w.ll Id.rat.d tirn .dntinbt.r.d al 57 mg c.ttt9fur oauIvabnt.llb 
(125 rn#g) (more that 25 tInbe. Wt. htq41.d f~mm0nd.d dilly 6xsq. oi 2.27 mqnb 
(S,O nqkg) 1 BW la lb. c-xw. day.. CM(olu tiwtlU?rod hrltmuscwty lo pig. 
&n?duced 8x1 wwl ndvots. slqns d lmdcUy 

b dblern~n. th. salely nwqlln h .wh., a ~.ly4aticly sludy was mnduclod. Fiu. Dar- 
rows md II”. gilts pr group VW. adnlnkhrd C.llWw sHt”“r hlcsnusc”tarty at 0.2.27. 
6.81 md Il.36 “q c.tlk#“f .q”bd.nl.,lb (9.5. IS. 25 nq&g) BW lot IS days. lhb h 0. I, 
3 ad 5 llm.. th. hlgtw.4 r.ennm.nd.d &a. d 227 nqrlb (5.0 nqlLg) 0Wld.y md 5 
thwt the r.c~nt.nd.d Ir..lm.nt length d 3 day.. 1h.r. WM. w adv.fs. systemk 
.41.& 0bs.tv.d. cldknltng wt.., c.llb(u ha. a wld. maaph ot .a.ly vhon Irt).d.d hltra- 
nuscubrty hlo l..dw pigs al It14 hlgh0.t r-lpnl.d d”s9 M 2.27 “q calti.~u .q”hw 
leNsAh (5 0 ntg&g) BW d&y (Ix 3 days a al bv.ts “p lo 5 tlmss 111. htgt,.est r.ccnnt.nded 
ba. (oc 5 llm.. the r.0.nwwnd.d lenglh d l~...tnwl(. 

A s.@%.t. nt~ evak~ded the In(.cllon sll. tl~.U. lobfmc. CM EXCENEL RfU (c.ttlclu 
hydwchhrld.) in fwln. wlwn .dmhls(.~.d Inrraws~ulacy h lh. neck ii I36 and 227 nq 
Coftbfur .q”tvabnl..4b (3.0 to 5 0 mg,Icg) BW. AntttHls WM. “.a~ at t”l.,v.t. lo ,I.,. 
nil evdualstkns al 12 h. and 3, 5. 7. 9. 11. 15.20, md 21 days dter bsl t+clbw. t+clk.t 

i 15 da&) Ih. ra.nl’~r”d.~J 14,,git, II, l;.*il;wll b It”.. k I In/O #Jays I I cat lls.w. ‘M.a,.n;q 
lo hkmwSc”lal kr(.Clt.,” C4 c.lU”l”r hydwlhrid. V;Ls .Vw(“al.d I” Ill. l”“~rUCtg .l”dy. 

Results Inma lb.“. Wr.w. .I* lndkd.d thd c.tl~M”r t~whlw&i. v.. w.” h-,t(oc 
s1.d and prud”c.d m syst.mk hxckly In cdtt. wh.fl aMttnbl.r.d Intrmuwlarly h lh. neck md ,.I, bg d a 6me d t.13 “q c.ltklu eqcl(mbntsAb (2 2 n@q) RW a, entr I*.,:. 
II”” sit. fhls r.rw.s.nls a tolal do.. 0.r Rnlnl~l d 2 0 n&g C.llLlt”r w,Ulva,c,,ts/tb 
I4 4 IngAg) RW CihIk.Jty na*.d cilmg.s (kal swenk~g) a( Inl)es1lm Jl1.s in the n.cil Y.f. 
very hh.q”.nl (2/48 .tl.s) tiet... rrM(ed changas I” t&w log silos WM. “RX. I,.~,.,,, 
(21#8 slles) It,... Jlmg.. in the ,.a, bg t”(.~lk,a S8t.s we,. g.“.Mty ovideM 01, th. dn, 
CJIvdtq hl.d&m and bded lrrrrl t to I l days Al rroct\,w”. I+ct~n SttOJ W.,. rw,ggnlz,,, 
ty as‘okudiln cl Ill. s~“lirna,“s “+s”.S iyIJ 111”.%..10 ItGil I..u 1IV.d 1” n(lpl0xl”al.ty 7 I $ 
15 days 111 lh. n.c~ and 10 IQ 28 days In the ,.a~ log 

li.s”lts Paw awttwr lb.“. I+~I*Ic. siuly ,wl~:al.cJ llul c.t,hIu hydrr,chMd. wa. w.t, 
1d.Gal.d ald pa0d”G.d ,u sy.t.nlk ,0aJc,,y k, Cillll. Wllell adl1lt”isl.r.d s”&lxta”.0”.,y @I 
<\5 o( I 0 “q c.ltbt”i .q”,vabntsAl, f I 1 o( 2 2 nqlLg) ftW aI 24 h C\t.wab Cw 5 wt MI, 
and usuillcy trml.t.lll. clnkdty VI&b 08 pa,fw4. r.nrlL*Is (kalal .w.iMg) w.t. kxr&.d * 
III. h)etlbxl .U.. At n.ctup.y. h/.&n sles ww. r~wrll”.ly f.cvgnlz.d by .d.w.. t”tllled 
kEt..w.. h thJc*.ss ma cob ctwges 4 Ihe sMx”tan.~J”. I,%.“. nnddlw la&II .“il.c. ‘4 
umi.rlytny nuscb. lh. lac‘w s~rt..c. d the m”.wl. Was vlslbty dI.Cl.d In nnsl case< 
th~ph ft.5 IJ+ dWt t”Ja-lbtt Lhldertyhg “UIyIb “I.= WII. t!d blrMd. wt. l.r. M 
appabnl Ullbrencbs In llsua resprkss k ndn~tbtratbm d c.IlC~u hydr~tilde d 05 (4 
10 nag cbludu .q”lvabNsm (1 I <I 22 lug/kg) Elw 

INOlCAllONS 
stilla: EXCENEL RlU Sl.rlb swp.n.t0” ta I”d,cal.d ,I1 tr.al”&.nth’callnM 0, *win. bat. 
lerld rosptrdory dt..as. (swln. b.cl.tt..l pnewwmls) as.0clal.d wllh Acf/nob..c~//“s 
fJfa.mo/MusJ &tf.“ropn.“fttmra., Pasf.ur.//. muffoci#.. Sa/rnm.l/a cho/.ra.suls .a+, 
sfrepaaaus surs lyp. 2 
c.llk EXCENEL RnJ Sterll. susp.lr.kn IS I”dk~.d ku tr.alnl.rl ,I( lh. hz4kYdng b.ctr 

- Acub Wne InlwrJgltal nec~dm3N&s (bmi rd. ~rnliltllls) associded wlh Fux 
bacbrlvm nemyimun and BscbmM.. m.bnhc.#.nk”.. 

- Acti. mehllb (0 lo 14 days posl-patltm) -bled wllh MerId wganlsm. .“.c.p(lb(r 
IO c.lltdw. 

As ullh al hugs, Ih. “.. d EXCENEL RIU Slorll. S”.p.n.hn Is c0nlrabUcal.d h an) 
ntds (~.vto”Ny lewd (0 be hy$mc..&llw to the aug 

OOSAlCE AN0 ADUlUtSTRATMN 
Shake w.ll bdotm u&g. 
swim: #.ananl.f.r Mcsmurcu(a(y d . Oosag. d 136 IO 2.27 “q c.W4”1 .qulvd.Nwlb 
(3.0 IO 5.0 nqkg) EIW (1 n+ d sl.rll. .“l~p~n..)On per 22 lo 37 b BW). Ir.atm.nl Md ba 
r@twd.d al -04 h hl.rv&t Ian . lax.1 M lhr.. cr&.c”liv. days. 

-For aail. pznlpatunt nt.trttt% edninl.ior w Mranus”ta n wbcdmwu. adn#adm- 
Ihn d lha dcM#. d 1.0 I&J cdtk4u 4qtibd.m (2.2 nqikg) f3W (2 nC .frlr .“.fw- 
SI”II pU 1cV b Bw). A&~hl.t.t al 24 It hl.w.k h Iv. ow~.c”Wv. days. 00 nd we I 
nbxo than I5 nl par hj.cllm .tt. 

UARWUCS 
NOT FOR WUAN USE. KEEP OUT OF REACH OF CtillOR&, 

P.nmkuandC ehs c.” ~a”.. allngk f..clkm. h ..n.lllz.d Indlvldual~. 
lopcal erp0sv.s lo SKiI mltlnwtit.. twbdttlg c.fth(uc. “my .wt mKd to ..v.#. aa.! 
gk r.sllons In MU lndlvlbuab. R.p..bd (x pmkmg.d .xpa.w. m.y t...d to s.&tlz. 
I(on. Arald dr.Cl WNti d the pcodua vr((tt th. Mn, *yes. “r&h. md cMhhg 

PwXm with . bhr*n hw.r..n.,thUv ti o.nklYn a e ~suw”ld~.xp- 

clsa”,.:’ 
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Excenel 
brand of ceftio 

RESIDUE , 
r*q”r.d Wh 
.t.“.tll.r.d bv.is d au 
When Ihb p, 
.XC.sS 0, ,h 
as I”twn.n, 
“dk. A wtth 
calv.s 00 ” 

fwchunous 
SWlrw Areas d d&a 
,*sJ may t.Ml In llln 
d.nw.tral.d tat pr.G 
C.U*: Fdkwlng it,ln 
0mliM at me .,I. n, 
sbu~ler. Folovhg c 
wecwtl SIJ. nay per 

STORAGE CONolTK 
St~x. rc( CO”trtibd ,c 
h.CJrP “sing Pro(.cl , 

HOW SUPPLlEo 
EXCENEL ATu siorl~ 

IIN nil. vial 

NAOA .llO-890. A$@ 



Excenel RTU 
brand of ceftiofur hydrochloride sterile suspension 

Excenel RTU 
brand of cefttofur ‘hydrochloride sterile suspension 

PHECAUTIONS 

MOW SUPPLIED 

wilh 4fanr 

CONlRNNDlCAnONS 
As wilh al drugs, the use d EXCENEL RIU !3leriie Suspension is an(rahUcaled in ar., 

ntds ~evlous)y hund lo be hypers0nsl6ve lo the drug 

DOSNX AND N3MNUSlRAllON 
Shake wdl ladon using. 
SWln.: AdolnMw inlrarnusculaly d a dosage d 136 lo 2.27 “\g cdlbtur equtvalents,?‘~ 
(3.0 IO 5.0 rrlg,lrg) BW (1 r-r&d alerIb wspon&n per 22 to 37 D SW). Trealrwen1 sh&d b+ 
ropeded al 24 h htwvats Irx a ldat d lhree corwecuIivo days 
caw.: 
- For b34,w rosplrakxy d&sass zmd axme bovlrw hterdiqitd rwrobacitiosis: &tnint?Jer b+ 
inlram~~~~k3, (Y suDcutar,eous &3nrlnlst,alta1 d the dosage d 0.5 lo 1 .O n,g cottbtur equn 
atenlylt, (1.1 IO 22 n@rg) RW (1 lo 2 nt slwls &t~nsbr~ par 100 b BW). Adnhtste~ 
drdty at 24 h intervats tar a ldai c4 Ihw cor,seccrltve days. Mdtliond trealnmnts rwy t.a 
xkuinlslered ar Days 4 m 5 w ~nhwls whkh do nd show (I satistxlory respcmse (w 4 
reccwred) aHer Iha i,Mat three trealrwnts. h addllton. kx BRD onty, adntitslor hlranwso~ 
laity or sutcrlanwusly 1.0 “y) coIM&ir aqutv&nlsAb (22 nqi3rg) BW every dher day 07 
Dys 1 and 3 (48 h lrlerval). DO RB, In(ect “YX. man 15 ,-,I par l,Jecllon s&e. 

Sele,3kI” d dilSa@ loWI (0.5 I0 I.0 “,@&) and reg(nwi/dualtor, (d&y a wery other du 

kit ftlU3 only) shouti bo t.ssOd oh M assssmeid d (he snverlly d dkoase. pnthoyen YL’ 
cepllWlly md cttnlcst rospmso. 

WARNINGS 
NOT FOR HUMAN USE. KEEP OUT OF REACH OF CHtLOREN 

Ponklllns md cephsbsportns cd” c?r”se atlorgk reacllws in senstlized ~divldualr. 
k$kd sxposues lo sue% anllr,‘lcrobWs. In&rang conhtur. wry otkzt! mud IO sevwe ala 
gt ro~lkxs in *I.3 indivkwats. Ropoabd or pmkmged e-w0 “lay lead IO sOnsI,i2? 
tb,,. Avo(d Urti col!,(acl d (ho p&ud w,,h the skk,, eyes, ,,,wlh, nnd ck,,hk,g 

Pery)(Ls Wtih II known hypersowi,tvly (0 peakNIn or cephalospwlns s(nu,d rr..M e1(,)1 
sure lo lhls prM~l 

In u1+0 d sccidenlet eye eqosuo, Itush wllh wder tar 15 nllwtes tr, ulsa ot ac&iwl.i 
sklfl oF+OWre. wash wllh SoRp and wdor. R-o amtn#ru,lod ctdhtng. It atlqic r&km, 

00-uUs (e.g.. skh rash. htves. dtllkuti bwrlhhg). *I( nwdkd allentkx. 
lho nwterlal sately dda sheal cootahs “we do(nlied nxw.wpn(kmal sale(y hkxnM0” I I 

rqMt ndverse ettocls h USOTS, to dMh “we irMr,,lliu~ <Y Mdn B nalerki sately da( t 
ShoeI. Cnll I @Jo 25.3 86rhJ 
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